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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1 .17(e), was filed in this application after final rejection. 
Since this application is eligible for continued examination under 37 CFR 1 .1 14, 
and the fee set forth in 37 CFR 1 .17(e) has been timely paid, the finality of the 
previous Office action has been withdrawn pursuant to 37 CFR 1 .1 14. 
Applicant's submission filed on November 7, 2005 has been entered. 

Amendment Entry 

2. The amendments filed August 5, 2005 and November 7, 2005 have been 
entered. The examiner acknowledges the amendments to the specification. 
Claims 1, 6, 10, 12, 13 and 20 have been amended. Claims 2, 5 and 11 have 
been cancelled. Claims 1, 3-4, 6-10 and 12-20 are under consideration in this 
office action. 

Withdrawal of Rejections 

3. The following rejections have been withdrawn in view of applicants' 
amendments and arguments: 

a) The obviousness-type double patenting rejection overclaims 1-10 and 
12-20; and 

b) The rejection of claims 1-10 and 12-20 under 35 U.S.C. 103(a) as being 
unpatentable over JP-0021 58762. 
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Response to Arguments 

4. Applicant's arguments with respect to claims 1 , 3-4, 6-10 and 12-20 have 
been considered but are moot in view of the new ground(s) of rejection. 

New Grounds of Rejection 
Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 1 ,3,4,6-10 and 12-20 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The 
claim(s) contains subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a written description rejection. 

The claims are drawn to a composition for an infant formula and an infant 
formula comprising: casein protein, a milk protein that has a level of 5% or more 
of amino acid tryptophan, hydrolysed sweet whey protein from which caseino- 
glyco-macropeptide has been removed, free arginine, free histidine, tryptophan, 
and a mixture thereof. The written description in this case only sets forth specific 
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compositions, therefore the written description is not commensurate in scope 
with the claims drawn to mixtures thereof. Neither the specification nor the 
claims teach how to define mixtures thereof. Neither the claims nor the 
specification teach how to obtain such mixtures. The specification does not 
include structural examples of mixtures thereof. Thus, the resulting mixture could 
result in a complex not taught and enabled by the specification. 

With the exception of specifically recited composition components, the 
skilled artisan cannot envision the detailed structure of the mixture thereof, thus 
conception is not achieved until reduction to practice has occurred, regardless of 
the complexity or simplicity of the method of isolation. An adequate description 
requires more than a mere statement that it is part of the invention and a 
reference to a potential method of isolating it. Furthermore, In The Reagents of 
the University of California v. Eli Lilly (43 USPQ2d 1398-1412), the court 
indicated that while Applicants are not required to disclose every species 
encompassed by a genus, the description of a genus is achieved by the 
recitation of a representative number of molecules falling within the scope of the 
claimed genus. Therefore only the recited composition and not the full breadth of 
the claims meet the written description provision of 35 USC 1 12, first paragraph. 

Claim 12 is drawn to a method of treating malnutrition comprising the step 
of administering a composition containing whey protein, wherein the whey protein 
is hydrolysed sweet whey protein from which caseino-glyco-macropeptide has 
been removed, casein protein, free arginine, free histidine, tryptophan rich milk 
protein that has a level of 5% or more of amino acid tryptophan, free tryptophan 
or a mixture thereof. The written description is not commensurate in scope with 
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the claims drawn to a method of treating malnutrition. Neither the specification 
nor the claims teach treating malnutrition. There is no disclosure of patient 
population would be treated by being administered the above recited 
composition. There is no teaching that any subject was administered the 
composition and thereby had their malnutrition treated. There are no experiments 
or data showing the subjects were treated for malnutrition. Neither the claims nor 
the specification teach how to treat malnutrition. There is no guidance as to what 
steps must occur to treat malnutrition. 

Vas-Cath Inc. V. Mahurkar, 19 USPQ2d 1111, clearly states that 
"applicant must convey with reasonable clarity to those skilled in the art that, as 
of the filing date sought, he or she was in possession of the invention. The 
invention is, for purposes of the 'written description 1 inquiry, whatever is now 
claimed" (See page 1117). The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed." 
(See Vas-Cath at page 1116). Applicant is reminded that Vas-Cath makes clear 
that the written description provision of 35 USC 1 12 is severable from its 
enablement provision (see page 115). 

Thus a skilled artisan cannot envision the detailed method of treating 
malnutrition comprising the step of administering a composition containing whey 
protein, wherein the whey protein is hydrolysed sweet whey protein from which 
caseino-glyco-macropeptide has been removed, casein protein, free arginine, 
free histidine, tryptophan rich milk protein that has a level of 5% or more of amino 
acid tryptophan, free tryptophan or a mixture thereof, thus conception is not 
achieved until reduction to practice has occurred, regardless of the complexity or 
simplicity of the method of isolation. An adequate description requires more than 
a mere statement that it is part of the invention and a reference to a potential 
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method of isolating it. The specification is void of any compositions that qualify 
for the functional characteristics claimed as being capable of treating 
malnutrition. The written description requirement of the patent statute requires a 
description of an invention, not an indication of a result that one might achieve if 
one made that invention. See In re Wilder 736 F.2d 1516, 1521, 222 USPQ 
369, 372-73 (Fed. Cir. 1984) (affirming rejection because the specification does 
"little more than outlin[e] goals appellants hope the claimed invention achieves 
and the problems the invention will hopefully ameliorate."). Accordingly, it is 
deemed that the specification fails to provide adequate written description for the 
claim and does not reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the entire 
scope of the claimed invention. Therefore the full breadth of the claim fails to 
meet the written description provision of 35 USC 112, first paragraph. 

6. Claim 12 is rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. This is a new matter rejection. 

Neither the specification nor originally presented claims provides support 
for a method of treating malnutrition comprising the step of administering a 
composition containing whey protein, wherein the whey protein is hydrolysed 
sweet whey protein from which caseino-glyco-macropeptide has been removed, 
casein protein, free arginine, free histidine, tryptophan rich milk protein that has a 
level of 5% or more of amino acid tryptophan, free tryptophan or a mixture 
thereof. Applicant did not point to support in the specification for a method of 
treating malnutrition comprising the step of administering the above described 
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composition. Moreover, applicant failed to specifically point to the disclosure of 
the composition as a means of treating malnutrition. Thus, there appears to be 
no teaching of a method of treating malnutrition comprising the step of 
administering the composition. 

It appears that the entire specification fails to recite support for the 
method of treating malnutrition comprising the step of administering a 
composition. Therefore, it appears that there is no support in the specification. 
Therefore, applicants must specifically point to page and line number for support 
of the method of treating malnutrition comprising the step of administering a 
composition as recited by the amended claim. Therefore, the claim incorporates 
new matter and is accordingly rejected. 

7. Claims 3-4, 6-9 and 12 are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

a) Dependant claims 3-4 and 6-9 refer to "a composition", however the 
suggested claim language is to use of the article "the." Therefore the suggested 
claim language is "the composition." 

b) Claim 12 is unclear because it fails to recite what type of patient 
population can be treated for malnutrition. The claim fails to recite a dosage 
scheme, route of administration, or an effective amount of composition needed to 
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treat malnutrition. Therefore appropriate clarification is required to overcome the 
rejection. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

8. Claims 1, 3-4, 6-10 and 12-20 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over JP-002158762 in view of Erdmann et al., EP 
97201607.5 (May 27, 1995) the priority document of WO 98/53702 and US 
Patent 6,787,158. It is noted that US Patent 6,787,158 will be used as the 
English language version of EP 97201607.5. 

Claims 1,3-4, 6-9 and 13-19 are drawn to a composition for an infant 
formula and an infant formula comprising: casein protein, a milk protein that has 
a level of 5% or more of amino acid tryptophan, hydrolysed sweet whey protein 
from which caseino-glyco-macropeptide has been removed, free arginine, free 
histidine, tryptophan, and a carbohydrate and lipid source. 

JP-002158762 teach a nutritive composition for infants comprising casein, 
a milk protein that has a level of 5% or more of amino acid tryptophan, whey 
powder, free arginine, free histidine, and free tryptophan. The composition also 
contains a lipid and carbohydrate source, just as required by the claims. The 
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whey protein is at a 30-40% by weight while the casein protein is at 24-32% by 
weight. Thus, the amount of each is within the instantly claimed ranges. The 
nutritive composition can be easily digested and utilized by babies and infants. 
JP-0021 58762 teaches a method of making the formula. It is noted that JP- 
002158762 teach different concentrations for the arginine, histidine, and 
tryptophan, however limitations such as different concentrations are viewed as 
limitations not imparting patentability. However, JP-0021 58762 does not teach 
the use of hydrolysed sweet whey protein. 

Erdmann et al., teach a method for treating a lactic raw material such as 
sweet whey and a liquid material containing the raw protein material which is 
useful in an infant or dietetic products and pharmaceutical composition (col. 2 
lines 45-57). The lactic raw material can be sweet whey, a lactose-free sweet 
whey or a hydrolysed sweet whey (col. 2, lines 10-23). The whey obtained from 
the separation of caseinoglycomacropeptide (GMP) can serve as a protein raw 
material in the preparation of infant products (col .3, lines 5-8). Thus the 
hydrolysed sweet whey protein has had the caseino-glyco-macropeptide 
removed, just as required by the claims. Moreover, the protein product has a very 
desirable amino acid profile and shows a reduction in threonine and an 
enrichment in aromatic amino acids such as tryptophan (col. 3, lines 8-1 1 ). 

Claims 10, 12 and 20 are drawn to methods for producing the infant 
formula, providing nutrition and treating malnutrition. All the claims recite the 
active step of administering the composition. JP-002158762 in view of Erdmann 
et al., clearly teach administering the composition. Thus, the art meets the 
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limitations of the claims by administering a composition comprising casein 
protein, a milk protein that has a level of 5% or more of amino acid tryptophan, 
hydrolysed sweet whey protein from which caseino-glyco-macropeptide has been 
removed, free arginine, free histidine, tryptophan, and a carbohydrate and lipid 
source. 

Therefore, it would have been prima facie obvious at the time of applicants 
invention to modify the composition of JP-0021 58762 by exchanging the whey 
powder for hydrolysed sweet whey protein from which caseino-glyco- 
macropeptide has been removed and administering the composition. No more 
than routine skill would have been required to exchange the whey powder which 
is derived from sweet whey, since the use of a known member of a class of milk 
proteins or whey products in a composition is not patentable if other whey 
products from the milk protein class were known to be useful in infant 
compositions. Furthermore, no more than routine skill is required to adjust the 
amount of a component of the claimed composition to suit a particular starting 
material in order to achieve the results taught in the prior art. Moreover there 
would have been a reasonable expectation of success in the exchange since the 
art teaches that the hydrolysed sweet whey protein has a very desirable amino 
acid profile and shows a reduction in threonine and an enrichment in aromatic 
amino acids as compared to whey. 
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Prior Art 

9. The prior art made of record and not relied upon is considered pertinent to 
applicants disclosure. Georgi et al., (US Patent 5,916,621 and WO 95/17102) 
teach a hydrolysed sweet whey protein from which the 
caseinoglycomacropeptide has been removed in a milk baby food composition. 
Trimbo et al, (US Patent 5,728,678) teach an enteral composition that includes 
an effective amount of a protein source including whey protein, free amino acids, 
a lipid source, a carbohydrate source that provide essential and nonessential 
amino acids. 

Conclusion 

10. No claims allowed. 

1 1 . Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Ja-Na Hines whose telephone number is 571- 
272-0859. The examiner can normally be reached on Monday-Thursday and 
alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Lynette Smith can be reached on 571-272-0864. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 

Ja-Na Hines^^*^^ 
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